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IN THE UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF NEW JERSEY 



AVENTIS PHARMACEUTICALS INC. and i) 

AMR TECHNOLOGY, INC., j) 

Plaintiffs, !) 

!)• .• 

v - ) Civil Action No. 04-1064 (JAG) 

BARR LABORATORIES, INC., RANBAXY £ SECOND AMPNnm ANn 

LABORATORIES LIMITED and RANBAXY 2 If^fJ^S 

PHARMACEUTICALS INC., ij' ^«^™N1AL 



COMPLAINT 



Defendants. 



) 
) 

J) 



Plaintiffs Aventis Pharmaceuticals Inc. ("Aventis") and AMR Technology, Inc. 
("AMR"), by their attorneys, for their Second Arae^dediand Supplemental Complaint against 
Barr Laboratories, Inc. ("Barr"), Ranbaxy Laboratories itimited and Ranbaxy Phaimaceuticais 
Inc. (collectively, "Ranbaxy") allege as follows: 

Nature of the, Acfjion 

1 . This is an action for patent infringement arising under the patent laws of the 
United States, Tide 35, United States Code, Sections 100 et seq This action relates to generic 
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versions of Aventis's ALLEGRA* and ALLEORAhD® kfrug products for which Ban has 
obtained marketing approval from the U.S. Food and Qrug Administration OTOA") and which 
Barr has marketed and intends to market in the UnijLed States. This action also relates to generic 
versions of Aventis* ALLEGRA* drug products fof which Teva Pharmaceuticals USA, Inc. 
OTeva") has obtained approval from the FDA and has l&een marketing in the United States after 
being induced to engage in such marketing by Barri Aventis and AMR assert that Defendants' 
conduct constitutes infringement and induced infringement under 35 U.S.C § 271 of one or 
more of the claims in patents assigned to AMR andl licensed to Aventis. 

The Parfife 

2. Aventis is a corporation organized an<8 existing under the laws of Delaware, 
having its principal place of business at 300 Somer$eft Corporate Boulevard, Bridgewater, New 
Jersey 08807. Aventis sells drug products containing fexofenadine hydrochloride in the United 
States under the trademarks ALLEGRA® and ALLEGRjA-D^. 

3. AMR is a corporation organized and existing under the laws of Vermont, having 
its principal place of business at 5429 Main Street, Manchester, Vermont 05255, AMR is a 
wholly owned subsidiary of Albany Molecular Restart^ Inc., a Delaware corporation. 

4. On information and belief, Barr is a corporation organized and existing under the 

i 

laws of Delaware, has its principal place of business at % Quaker Road, Pomona, New York 

10970, and has a regular and established place of biji^inqss in Northvale, New Jersey. In all 

i \ \\ 

relevant respects, Barr is the successor in interest tcj Bajr Laboratories, Inc., a New York 

i 

corporation. Barr and its predecessor in interest aH hereinafter referred to collectively as "Barr." 

5. On information and belief, Ranbaxy jLabpratories Limited is a corporation 
organized and existing under the laws of India, havinjg ijs principal place of business at 19 Nehru 
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Place, New Delhi, India 1 1 001 9 and having an offif € 
Princeton* New Jersey 08540. 

6. On information and belief, Ranbaxy 
organized and existing under the laws of Delaware, 
College Road East, Princeton, New Jersey 08540 



Jurisdiction a id ^jenue 



d agent at 600 College Road East, 



I haimaceuticals Inc. is a corporation 
tayjng its principal place of business at 600 



7. This Court has jurisdiction over the iubjj^ct matter of this action pursuant to 
28 U.S.C. §§ 1331, 1338(a), 1400(b), 2201 and 220t2, : 

8. This Court has personal jurisdiction ovetiBaiT by virtue of, inter alia, Barr* s 
presence in New Jersey, its continuous and systemajtifc contacts with New Jersey and its consent 
to being sued in New Jersey, as evidenced by its qualification to do business in New Jersey and 
appointment of The Corporation Trust Company asjijs registered agent in New Jersey. 

9. This Court has personal jurisdiction pver Ranbaxy Laboratories Limited by virtue 

j . 

of, inter alia* the presence of its agent and office in [New Jersey, its continuous and systematic 
contacts with New Jersey and its contacts with Ne\M Jteogey relating to the subject matter of this 
action. 

10. This Court has personal jurisdiction i>vef|Ranbaxy Pharmaceuticals Inc. by virtue 
of, inter atia y its presence in New Jersey, its continuous jand systematic contacts with New Jersey 
and its contacts with New Jersey relating to the subjjept matter of this action. 

1 1 . Venue is proper in this judicial distripti pursuant to 28 U.S.C. §§ 1391 and 

i : 5 

! 

1400(b). 

The Patents 

12. United States Patent No. 5,581,01 1 (the M ! *01 1 patent") duly and legally issued on 
December 3, 1996 to inventor Thomas E. D'Ambnii Th£ '01 1 patent was assigned to Albany 
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Molecular Research, Inc., a New York coiporation,! M/hibh subsequently assigned its rights to 
Albany Molecular Research, Inc., a Delaware corfxjrat^pn, which later assigned its rights to 
AMR. At all times from the issuance of the '01 1 patent; to the present, AMR or one of its 
predecessors in interest has been the owner of the '01 1 patent, and Aventis or one of its 
predecessors in interest has been the exclusive licensee pf the '01 1 patent. 

13. United States Patent No. 5,750,703 dthe u '703 patent") duly and legally issued on 
May 12, 1998 to inventor Thomas E. D'Ambra. Thje '703 patent was assigned to Albany 
Molecular Research, Inc., which subsequently assigjned Its rights to Albany Molecular Research, 
Inc., a Delaware corporation, which later assigned frights to AMR. At all times fiom the 
issuance of the '703 patent to the present, AMR or <jroe 0f its predecessors in interest has been the 
owner of the '703 patent, and Aventis or one of its predecessors in interest has been the exclusive 
licensee of the 4 703 patent. 1 

Acts Giving Rise tpjthfo Action 

1 4. Ban submitted Abbreviated New Drug Applications ("ANDAs") 76-1 69, 76-1 9 1 
and 76-236 to the FDA under Section 5050(1) of tji« Federal Food, Drug and Cosmetic Act (21 
U.S.C. § 355(j)(l)) s seeking approval to engage in the: commercial manufacture, use and sale of 
60 mg fexofenadine hydrochloride capsules, 30 mgj <fQ opg and 180 mg fexofenadine 

i : 

hydrochloride tablets, and 60 mg fexofenadine hydrjofchltmde/120 mg pseudoephedrine 
hydrochloride tablets (collectively, "Barr's Fexofenadine Products"). Ban* has received approval 
from the FDA to market certain of Ban's Fexofenadine; products. On information and belief, the 
fexofenadine hydrochloride drug substance contained irtjBarr's Fexofenadine Products has been 
manufactured by Ranbaxy. Ranbaxy manufactured jthe products with knowledge and intent that 
they will be imported into the United States. On information and belief Ranbaxy controls and 
directs such importation* 
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15. On infonnation and belief, Barr has (used and sold certain of Barr's Fexofenadine 
Products in the United States. I 

i 

1 6. On infonnation and belief, Defendants continue to intend to engage in the 
commercial manufacture, use and sale of the fexofenadine hydrochloride drug substance and 
Barr's Fexofenadine Products in the future and ujxmreaeiving FDA approval to do so. 

1 7. Teva submitted ANDA 76-447 to thfc FDA under Section 5050X1 ) of the Federal 
Food, Drug and Cosmetic Act (21 U.S.C. § 355GXD), Seeking approval to engage in the 
commercial manufacture, use and sale of 30 mg, 60 mgand 180 mg fexofenadine hydrochloride 
tablets ("Teva's Fexofenadine Products"). Teva hap received approval from the FDA to market 
Teva's Fexofenadine Products. 

1 8. On infonnation and belief, the fexofenadine hydrochloride drug substance 
contained in Teva's Fexofenadine Products has been manufactured by Amino Chemicals Ltd., 
DiPharma S.P.A. and DiPhanna Francis Sr.l. with ljrio#edge and intent that the products will be 
imported into the United States. 

1 9. On or about September 6, 2005, Baijr land Teva entered into an agreement 
whereby Ban- transferred its 180-day exclusivity period under 21 U.S.C. § 355 to Teva after Barr 
triggered that exclusivity period through a commercial sple or sales of certain of Barr's 
Fexofenadine Products. 

20. After Barr's transfer of the 1 80-day exclusivity period to Teva, Teva has engaged 
in the commercial use or sale of certain of Teva's Fexofenadine Products in the United States. 
Bui for the agreement with Barr, Teva would not hjvp used or sold Teva's Fexofenadine 
Products in the United States. 
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21. The ' 01 1 and *703 patents claim fexofenadine intermediates and processes for 
making fexofenadine. Defendants' conduct has infi|ingijd and will infringe those patents 

22. Defendants had notice of the '01 1 Patentjand the '703 Patent at the time of their 
infringement. 

23. Plaintiffs notified Defendants that theijr manufacture, importation, use or sale of 
the fexofenadine hydrochloride drug substance and plan's Fexofenadine Products may infringe 
the '01 1 and '703 patents. On information and belief despite this knowledge, Defendants have 
not altered their conduct to avoid infringement. 

24. Defendants' infringement has been, #nd qontinues to be, willful and deliberate. 

25. Plaintiffs have been substantially and Irreparably damaged and banned by 
Defendants' infringement. Plaintiffs do not have ari adequate remedy at law. 

26. Plaintiffs have also suffered damages from Defendants' infringement. 

Count 1 : 

Declaratory Judgme nt of Patent Infringement 

27. Plaintiffs repeat and reallege the fact? pfiparagr aphs 1 -26 above. 

28. On information and belief, Barr has submitted all information to the FDA 
necessary to obtain marketing approval for any of B^'sj Fexofenadine Products not yet 
approved. On information and belief, marketing approval for any of Barr's Fexofenadine 
Products not yet approved is imminent, subject onlyjtp statutory stays arising from the pendency 
of related patent litigation in this Court. Defendants;' manufacture, importation, use or sale of the 
fexofenadine hydrochloride drug substance and Barj'$ sale of Barr's Fexofenadine Products and 
its continuing intention to engage in commercial manufacture, use, sale or offers to sell of Barr's 
Fexofenadine Products create an actual case or contjav^sy with respect to the infringement of 
the '011 and '703 patents. 
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Count It 
Patent InWrtgc^ent 

29. PlaintiflFs repeat and reallege the facfs \ot paragraphs 1 -26 above. 

30. Defendants' commercial manuiactuiej importation, use or sale of the 
fexofenadine hydrochloride drug substance, and Bahi'sifommercial manufacture, importation, 
use or sale of Barr's Fexofenadine Products has infringed one or more claims of the '01 1 and 
*703 patents under 35 U.S.C. §271(a) and (g). 

Couut til 
Inducement nf P^ tcritilnfrinegment 

3 1 Plaintiffs repeat and reallege the factjsiof paragraphs 1-26 above. 

32. Barr actively, knowingly and intentionally induced Teva's infringement by 
inducing Teva to engage in the use or sale of certain of Teva's Fexofenadine Products that 
infringed one or more claims of the '01 1 and '703 patents, under 35 U.S.C §271(a), (b> and (g). 

33. But for Barr's inducement, Teva coi|l<8 not have engaged in commercial sales of 
certain of Teva's Fexofenadine Products. 

34. Bair's inducement of Teva to sell infringing products is infringement pursuant to 
35 U.S.C. §271 (b). 

i . 
i 

WHEREFORE, Plaintiffs respectfully request the following relief: 

(a) A judgment that Defendants'! qortjmercial manufacture, importation, use or 
sale of the fexpfenadine hydrochloride drug substance, <fnd Barr's commercial manufacture, 
importation, use or sale of Barr's Fexofenadine Product*, has infringed or will infringe each of 
the '011 and 6 703 patents; I . 
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(b) A judgment permanently enjjopijig Defendants from making, using, 
selling, offering to sell, or importing the fexofenadine hydrochloride drug substance or Barr's 
Fexofenadine Products until after expiration of each of the *01 1 and '703 patents; 

(c) A judgment that Barr inducejdTeva to engage in the commercial 
manufacture, importation, use or sale of Teva's Fexofaijiadinc Products resulting in infringement 
of each of the '0 1 1 and 4 703 patents; 

(d) A judgment awarding Plaintiffs damages resulting from such 
infringement, increased to treble the amount found ior obsessed, together with interest; 

(e) Attorneys' fees in this action pursuant to 35 U.S.C § 285; 

(f) Costs and expenses in this acjt jon; and 

(g) Such further and other relief jafc this Court may deem just and proper. 



Dated: April 25, 2006 
CONNELL FOLEY LLP 

By: l**Ay0^ UhMj^ 

UtdM. Walsh 



OF COUNSEL: 
Paul H. Berghoff 
Curt J, Whitenack 

McDonnell boehnen 

HULBERT <fc BERGHOFF LLP 
300 South Wacker Drive 
Chicago* Illinois 60606 
(312)913-0001 
Attorneys for Plaintiff 
Aventis Pharmaceuticals Inc. 



pECOTIIS, F1TZPATRICK, COLE 
<& WISLER, LLP 



By: 




Gregoi 



velock 



[ QFjCOUNSEL: 
I AAprew P. Zappia 
j NljcON PEABODY LLP 
: Clihton Square 
P.O, Box 31051 
! Rochester, New York 1 4603 
; (5«5) 263-1000 

. Attorneys for Plaintiff 
: AMR Technology, Inc. 
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